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available as set forth in paragraph
(a)(4)(ii) of this section.

[44 FR 16235, Mar. 16, 1979, as amended at 47
FR 11822, Mar. 19, 1982; 49 FR 5609, Feb. 14,
1984; 54 FR 24892, June 12, 1989; 63 FR 14035,
Mar. 24, 1998]

Subpart F—Records and Reports

§ 114.100 Records.

(a) Records shall be maintained of ex-
aminations of raw materials, pack-
aging materials, and finished products,
and of suppliers’ guarantees or certifi-
cations that verify compliance with
Food and Drug Administration regula-
tions and guidance documents or ac-
tion levels.

(b) Processing and production records
showing adherence to scheduled proc-
esses, including records of pH measure-
ments and other critical factors in-
tended to ensure a safe product, shall
be maintained and shall contain suffi-
cient additional information such as
product code, date, container size, and
product, to permit a public health haz-
ard evaluation of the processes applied
to each lot, batch, or other portion of
production.

(c) All departures from scheduled
processes having a possible bearing on
public health or the safety of the food
shall be noted and the affected portion
of the product identified; these depar-
tures shall be recorded and made the
subject of a separate file (or log identi-
fying the appropriate data) delineating
them, the action taken to rectify them,
and the disposition of the portion of
the product involved.

(d) Records shall be maintained iden-
tifying initial distribution of the fin-
ished product to facilitate, when nec-
essary, the segregation of specific food
lots that may have become contami-
nated or otherwise unfit for their in-
tended use.

(e) Copies of all records provided for
in paragraphs (b), (c), and (d) of this
section shall be retained at the proc-
essing plant or other reasonably acces-
sible location for a period of 3 years
from the date of manufacture.

[44 FR 16235, Mar. 16, 1979, as amended at 65
FR 56479, Sept. 19, 2000]

PART 115—SHELL EGGS

AUTHORITY: 21 U.S.C. 342, 371; 42 U.S.C. 243,
264, 271.

EFFECTIVE DATE NOTE: At 65 FR 76112, Dec.
5, 2000, part 115 was added, effective June 4,
2001.

§ 115.50 Refrigeration of shell eggs
held for retail distribution.

(a) For purposes of this section a ‘‘re-
tail establishment’’ is an operation
that stores, prepares, packages, serves,
vends, or otherwise provides food for
human consumption directly to con-
sumers.

(b) Except as provided in paragraph
(c) of this section, all shell eggs,
whether in intrastate or interstate
commerce, held for retail distribution:

(1) Shall promptly be placed under re-
frigeration as specified in paragraph
(b)(2) of this section upon receipt at a
retail establishment, except that, when
short delays are unavoidable, the eggs
shall be placed under refrigeration, as
soon as reasonably possible; and

(2) Shall be stored and displayed
under refrigeration at an ambient tem-
perature not greater than 7.2 °C (45 °F)
while held at a retail establishment.

(c) Shell eggs that have been specifi-
cally processed to destroy all viable
Salmonella shall be exempt from the re-
quirements of paragraph (b) of this sec-
tion.

(d) Under sections 311 and 361 of the
Public Health Service Act (PHS Act),
any State or locality that is willing
and able to assist the agency in the en-
forcement of paragraph (b) of this sec-
tion, and is authorized to inspect or
regulate retail establishments, may, in
its own jurisdiction, enforce paragraph
(b) of this section through inspections
under paragraph (f) of this section and
through administrative enforcement
remedies identified in paragraph (e) of
this section until FDA notifies the
State or locality in writing that such
assistance is no longer needed. When
providing assistance under paragraph
(e) of this section, a State or locality
may follow the hearing procedures set
out in paragraphs (e)(2)(iii) through
(e)(2)(iv) of this section, substituting,
where necessary, appropriate State or
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